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The Value of Respect in Human Research Ethics: A conceptual 
analysis and a practical guide
Abstract 
In order to continue to maintain public trust and confidence in human research, participants
must be treated with respect and dignity.  One of the key requirements in demonstrating 
respect in human research is obtaining valid consent from participants prior to their 
inclusion in a study.  All of the authoritative guides produced since the Second World War 
have included respect as a core value.  Modern considerations of this value have expanded 
the scope to include, as principles: the protection of participants who have their capacity for 
consent compromised; the promotion of dignity for participants; as well as consideration the
effects that human research may have on cultures and communities.
This paper explains the prominence of respect within ethical considerations of human 
research and its links to autonomy and dignity.  Practical advice is also provided to both 
researchers and Human Research Ethics Committees in gauging how respect is 
demonstrated in human research applications in Australia today.
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The Value of Respect in Human Research Ethics
1. INTRODUCTION
It is in the interests of society that human research, in whatever form, is conducted ethically. 
One aspect that is evident in all ethically sound research is respect for subjects.  In the 
majority of cases, consent is the cornerstone of this evidence.  Consent has been seen as 
central to the preservation and maintenance of autonomy and dignity since the Nuremberg 
trials which followed the Second World War.  Respect for personal autonomy has been 
inculcated in all of the authoritative guides and code since that time.
This paper offers some explanation of the concept of respect as it is recognised within the 
National Statement on Ethical Conduct in Human Research (2007) (National Statement) 
and offers practical suggestions to both researchers and Human Research Ethics Committees
on the application of this authoritative guide to this important principle.
2. RESPECT FOR PERSONS AND AUTONOMY.
 
One central concept to the value of respect for persons is autonomy. Respect for person 
involves promoting and enabling each individual’s freedom to make meaningful choices that 
promote one’s desires and principles as an autonomous agent. Although, as we later show, 
respect is a broader concept, it is necessary to address the meaning of autonomy.  To be 
autonomous is to have the capacity to be able to put one’s principles and values into practice.
Autonomy is intrinsically valuable, closely linked with personal dignity and identity as an 
individual and instrumentally valuable as a requisite condition for the pursuit of happiness.  
Autonomy, therefore, is fundamentally important to attaining individual well-being and for 
promoting self-interest.  Seeking consent from a person, prior to involving them in an 
activity, is one way of respecting that autonomy.  Consent, therefore, is a demonstration that 
a person is not just being used as a tool to achieve an outcome but has a choice whether or 
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not to be a participant in the process.   Kant’s principle of respect imposes the obligation that
we should not use others merely as an end to our purposes:
 man [...] exists as an end in himself, not merely as a means to be arbitrarily used 
by this or that will, but in all his actions, whether they concern himself or other 
rational beings, must be always regarded at the same time as an end [Kant; 1785: 
32] .  
3. DIGNITY AND AUTONOMY
“Dignity is an inherent human right, irrespective of a person’s state of consciousness or the 
particular context [...] and must be respected unconditionally” [SAMS; 2006: 4.1].  In 
research, it is not enough not to offend: respect is the active process of empowerment and 
promotion of autonomy.  Respect for dignity includes providing a process to facilitate and 
support a person’s ability to choose how to live in accordance with their own desires and 
values and to promote their own self-interest.  The most obvious manifestation of respect in 
human research is demonstrated by supporting the potential participant’s meaningful 
choices.  Investigators should ensure that participants, who have the capacity to do so, can 
make choices in circumstances that are free from coercion and allow the participants to exert
authority over their own lives in ways that promote their autonomy.     
Autonomy ought to be considered a basic human need, reflecting its importance as a 
requisite component of dignity.  Autonomy is a requisite condition for the enjoyment of 
things that are intrinsically valuable, such as happiness [Oakley; 2011] and dignity.  It is the 
promotion of individual choice which demonstrates respect within human research.  One 
way of advancing individual wellbeing is to ensure that persons with the capacity for 
autonomous action are allowed to express their will in a manner that minimises constraint.  
When a person’s opportunity for self-determination is limited, through the actions of others, 
there is a negative impact on that person’s sense of dignity.  Limiting an individual’s 
autonomy, regardless of intent, is likely to be detrimental to the personal interests of the 
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participant. Researchers need to be mindful of this possibility and bear in mind that actions 
may be seen as not promoting respect even where the intention is to do so.
It is the capacity to exercise autonomy and to implement a life plan that promotes human 
dignity.  To be autonomous is to have the capacity to act in one’s self-interest. Making 
decisions that impact on one’s self-interest and freely choosing actions that enact one’s core 
values exercises one’s autonomy [Young; 2009: p530].  Autonomy consists of two aspects: a 
volitional component, whereby the decision is voluntary and not made by compulsion, 
threats or coercion; and a cognitive component, which requires that the individual has both 
the capacity and the requisite knowledge to make a decision about their intention [Oakley; 
2011]. Unless both of these components are present then any decision cannot rightly be 
called autonomous.  An integral part of enabling autonomy is being able to provide consent 
which is free, informed and prior to an action.
4. AUTONOMY, RESPECT AND CONSENT 
The manner in which respect for autonomy is demonstrated within research involving 
persons with capacity is through the expression of freely given, informed consent.  The 
fundamental premise supporting the requirement for consent in human research is that, 
because participation is not required of individuals, people’s participation must be the result 
of their choice.  A central ethical principle of research projects involving humans who have 
the capacity to consent is that researchers demonstrate respect for the autonomy of 
participants by seeking and gaining their ethically sound consent.   
Consent in medical research is identified as “absolutely essential” in the first sentence of the 
Nuremberg Code in 1946 (Nuremberg Code).  The Nuremberg Code then sets out the three 
foundational conditions: decision-making capacity; the freedom to exercise choice without 
coercion or undue influence and comprehension of what they are being asked to participate 
in.  The Declaration of Helsinki (Helsinki) re-affirms and re-states these same principles 
with emphasis on the additional requirement that consent obtained from potential 
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participants be on-going and that participants should have the option of withdrawing.  
Helsinki goes further and provides guidance on consenting participants who are not legally 
competent.  The Belmont Report (Belmont, 1979), encapsulates the consent requirements of 
previous codes and presents the matter as one of respect by saying that “[r]espect for persons
requires that subjects, to the degree that they are capable, be given the opportunity to choose
what shall or shall not happen to them”.  
That these are internationally and nationally recognised principles is clear from these three 
authoritative documents that are fundamental modern standards for the ethical conduct of 
human research in Australia. There are other similar international standards, including the 
World Health Organisation: Council for International Organizations of Medical Sciences - 
International Ethical Guidelines for Biomedical Research Involving Human Subjects 
(CIOMS); International Conference on Harmonisation of Technical Requirements for 
Registration of Pharmaceuticals for Human Use (ICH), Harmonised Tripartite Guideline: 
Guideline for Good Clinical Practice E6(R1) (ICH/GCP); and the National Health and 
Medical Research Council (NH&MRC), National Statement on Ethical Conduct in Human 
Research.  Each of these documents maintains respect for autonomy and the protection of 
human dignity as key components.
5. THE ELEMENTS OF ETHICALLY SOUND CONSENT
In this section we set out a map of the requirements for an ethically sound consent and, in 
discussing each of the components in section 6, identify relevant chapters and paragraphs of 
the National Statement that can inform both researchers and ethics review committee 
members on these matters. 
We also offer some practical advice on how researchers and ethics review committees can 
use those chapters and paragraphs to facilitate the ethical review of the consent aspects of 
research proposals.
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This map identifies the essential requirements.  Other commentators add more specific and 
practical considerations, for example, Kerridge, Lowe and Stewart expand these elements to 
include factors such as: adequate time; appropriate social support; and a non-threatening 
environment [Kerridge, Lowe & Stewart; 2013: 328 - 338].  However, their discussion is 
primarily about medical treatment.  For our purposes, the essential elements in the above 
map shape an ethically sound consent process for human research.
The basic questions
Why consent?
In our discussion of the meaning of autonomy in the previous passages, we have described 
the basic ethical reason for seeking consent. In relation to human research, this has perhaps 
been most memorably expressed by the late Hans Jonas in the following words:
"...the subject of experimentation … is acted upon for an extraneous end without 
being engaged in a real relation where he would be the counterpoint to the other or 
to circumstance.  Mere "consent" (mostly amounting to no more than permission) 
does not right this reification. The "wrong" of it can only be made "right" by such 
authentic identification with the cause that it is the subject’s as well as the 
researcher’s cause – whereby his role in its service is not just permitted by him, but 
willed.  That sovereign will of his which embraces the end as his own restores his 
personhood to the otherwise de-personalising context. To be valid must be 
autonomous and informed."
[Jonas, 1969, 236]
When consent?
The context of this article is that of human research.  It is the premise of such activity that 
participants should, ethically, be involved only when they have given their consent to do so.  
The National Statement describes human research as research in which humans are involved
through 
• taking part in surveys, interviews or focus groups; 
• undergoing psychological, physiological or medical testing or treatment; 
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• being observed by researchers; 
• researchers having access to their personal documents or other materials; 
• the collection and use of their body organs, tissues or fluids (e.g. skin, blood, urine, 
saliva, hair, bones, tumour and other biopsy specimens) or their exhaled breath; 
• access to their information (in individually identifiable, re-identifiable or non-
identifiable form) as part of an existing published or unpublished source or 
database.  (NHMRC; 2007, page 8)
How consent?
The processes through which individuals consent to become participants will vary according 
to the nature, capacity and circumstances of the potential participants and the nature of the 
research.  Evidence that consent has been given can be verbal, recorded or in writing. The 
National Statement does insist that, whatever process is adopted, there is a means that 
clearly establishes that participants have consented (National Statement paragraph 2.2.7).
The elements of ethically sound consent
Sufficient Information  
It has become common to use the expression informed consent, prompted by such early 
commentators as Hans Jonas.  The CIOMS, Guideline 4, is a current example.  The term has 
also become central in jurisprudence on medical treatment and research in the United States
of America. 
The term is not formally part of Australian jurisprudence and is not used in the National 
Statement.  Instead, a distinction is drawn between, on the one hand, essential information 
that would meet the information element for an ethically sound consent and, on the other 
hand, further information that usually should be provided to research participants.  The two 
key paragraphs are 2.2.1 and 2.2.2.  These and other relevant provisions of the National 
Statement that concern information about consent are discussed in more detail in section 6.
Adequate understanding and capacity
As paragraph 2.2.2 of the National Statement indicates, sufficient information about a 
research project is needed so that potential participants can adequately understand what 
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participation will involve.  Capacity for that understanding is essential.  Adults are presumed 
to have that capacity unless there is reason to doubt that they do.  These reasons can relate to
the individual’s background, such as their level of education, or to their situation such as the 
effects of a medical condition.   On the other hand, children are presumed not to have 
capacity to consent, but there can be exceptions here as well.
In section 6 of this paper, we offer guidance to those chapters of the National Statement that 
address categories of participants whose capacity needs to be established.
Voluntary 
The first point in the Nuremberg Code begins with the words: “The voluntary consent of the 
human subject is absolutely essential.”  This principle has been central to ethical 
commentary on human research, such as that of Hans Jonas, and a key aspect of all ethics 
guides since Nuremberg.  The National Statement emphasises the voluntary character of a 
choice to participate in research in paragraphs 2.2.1 and 2.2.2. 
The voluntary character of a choice to participate in research can be compromised by 
coercion or inducement.  More commonly, it is a potential participant’s relationships or 
resources can compromise that character.  Examples of the former include where there are 
dependent relationships between potential participants and researchers, such as those 
between patients and doctors or students and teachers.   However, influential relationships 
are not always negative, in some cultural contexts, these relationships can be supportive and 
enhance an individual’s freedom to make choices.  
Resources include resources that participants have to assist in their decision-making in the 
form of support people or advocates but can also refer to situations in which potential 
participants lack resources so that an offer of remuneration for participation can amount to 
an inducement and so affect their voluntary choice.   Each of these sources of threats to 
voluntary consent are recognized in the National Statement and discussed in section 6.
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6. THE NATIONAL STATEMENT AND THE ELEMENTS OF ETHICALLY SOUND
CONSENT
Sufficient Information
 The essential information for an individual’s meaningful consent to participate in research is
described in paragraph 2.2.2:
“Participation that is voluntary and based on sufficient information requires an 
adequate understanding of the purpose, methods, demands, risks and potential 
benefits of the research.” 
Accordingly, it is essential that sufficient information about the purpose, methods, demands,
risks and potential benefits of the research be provided to potential participants.  The topics 
set out in Paragraph 2.2.6 usually provide sufficient information, however, in some specific 
research contexts, other information will be needed.  For example, where research data is to 
be stored in databases, information about the details of that storage, whether information 
will or will not be identifiable is required (NHMRC; 2007, 3.2.9), while in clinical research, 
clarity about any therapeutic benefit and the degree of innovation involved is required 
(NHMRC; 2007, 3.3.14-15).
Participants should know what is being asked of them, before they consent.  This 
information should be presented in such a way that the individual, or their representative, is 
able to understand the potential impacts of participation on the participant and on others.  
Where the participant has impaired capacity for verbal or written communication, provision 
should be made for them to receive information, and to express their wishes, in other ways 
[NHMRC; 2007 4.4.5]. 
Substance, Process and Form in Consent
Researchers and Human Research Ethics Committee (HREC) members should take care to 
ensure that the consenting process is not seen to be reduced to a formality but that it 
remains an expression of autonomous decision-making.  The process should not be seen as 
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an exchange of documents or as a one-off conversation but should be designed to promote 
mutual understanding between researchers and participants or their suitably qualified 
decision-makers [NHMRC; 2007 2.2.4].  
The expression of consent should be relevant to the study and need not be in writing.  The 
substance of the consent and process of consenting are more important than the form in 
which consent is recorded.  Researchers should accept the responsibility to design and 
implement a consent process that reflects the nature, complexity and level of risk of the 
research as well as the participant’s personal and cultural circumstances [NHMRC:2007 
2.2.5].  The reviewing HREC must be satisfied that there is a means by which each 
participant’s free decision to participate is clearly established. There is no prescriptive way of
recording consent and it should be appropriate to the circumstance.  Valid options include;  
records in field notebooks, taking part in interviews or discussion groups after receiving and 
considering information, clicking an “Agree and Next” button at the foot of an explanation of 
the research on the first page of an on-line survey, a recorded agreement or signed 
document.  Providing an HREC with a detailed description of the proposed process of 
disclosing information and gaining consent is required in order to demonstrate that the 
project has been designed to meet the National Statement requirements.
Consent is given for the duration of participation.  However, the essential voluntary 
character of consent is recognised by explicitly allowing participants to withdraw from 
participation whenever they choose [NHMRC; 2007, 2.2.20]. Withdrawal is usually 
accompanied by the right to also withdraw any data the participant has provided.  
Accordingly, any limitations on withdrawal of consent must be clearly set out in the 
information provided to potential participants prior to their initial consent.  One common 
example arises where interview data is de-identified and aggregated for analysis.  Beyond 
this point, it will usually be impossible to identify any particular participant’s contribution, 
so rendering it impossible to for them to withdraw their data after aggregation.  Other 
arrangements that allow withdrawal from prospective involvement but retain all data 
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provided to that point, or seek to continue previously agreed data collection from third 
parties about participants, such as a participant’s clinician, need to be ethically justified and, 
if they are approved, clearly set out in information for participants.
Some research projects continue for such an extended period that it is sound practice to 
confirm that participants remain willing to continue.   In such projects, new information 
often arises that is relevant to participation. Participants need to receive this information 
and be given an opportunity to re-consider their continuing participation. (NHMRC: 2.2.8).
When is it ethically justifiable not to fully inform participants? Limited 
disclosure and deception 
In some research projects, it can be ethically justifiable to withhold some information from 
participants in seeking their consent.  These situations often arise in psychological research 
in which full disclosure of the aims of the research would confound participants’ responses.  
Where there is no active concealment or planned deception, but only limited disclosure, the 
National Statement sets out criteria on which an HREC will need to be satisfied before 
approving the research design (NHMRC; 2007, 2.3.1).  An example of research that would 
meet this criteria might be, something like, a project designed to test the effect on 
interviewee responses, if the interviewer was wearing a white coat.  There are no suitable 
alternatives to the deception (a), disclosure is not likely to harm community trust (b), the 
research is low risk (c), the precise nature of the limited disclosure is known (d), it is both 
possible and appropriate to reveal the deception at the conclusion of the project (e)(i) and 
offer participants the opportunity to withdraw (e)(ii).
Deception is where information is deliberately withheld from participants, in part or whole, 
or presented in a biased form in order to obtain agreement based on misinformation.  The 
controversial obedience studies conducted by Stanley Milgram [Milgram, 1963] and others 
[Perry; 2013] were examples of both.  They involved not telling participant "teachers" that 
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the "students" were confederates in the research and allowing the "teachers" to believe that 
they were administering electric shocks to "students”, when in fact they were not.
The National Statement distinguishes three distinct situations which may be ethically 
justifiable although deceptive.  Firstly, where there is limited disclosure but no active 
concealment or planned deception; secondly, where there is limited disclosure and active 
concealment or deliberate deception, but there is no aim of exposing illegal activity and the 
third is where there is active concealment or planned deception and the aim is to expose 
illegal activity.  This third situation is recognised by paragraphs 2.3.3 and 4.6.1 of the 
National Statement as being limited to research designed to expose illegal conduct in 
relation to the discharge of a public responsibility or fitness to hold a public office.  The 
conditions for the ethical approval of research in these three situations are set out in 
paragraphs 2.3.1, 2.3.2 and 2.3.3 respectively.  If these conditions are not met then deception
in human research should be considered to be unacceptable.
The risks involved in conducting research which is based on the deception of participants are
not limited to the breach of the principle of consent to being used as a research subject.  They
are more wide ranging and may include possible risks to public perception of research and 
researchers; allegations of fraud or misconduct; and a lack of transparency and 
accountability in any results obtained. 
Capacity
There are several aspects that need to be considered in order to establish a person’s capacity 
to provide consent.   Some individuals may have their capacity temporarily impaired because
of the effects of their medical status, medication or a mental illness.  Where capacity appears 
to be lacking or variable, researchers should consider how capacity is best assessed and by 
13
whom, who should provide consent, the timing of the consenting process and seeking 
advance instruction in case capacity changes.  
As noted above, the Belmont Report explicitly recognised this difficulty:
Respect for persons incorporates at least two ethical convictions: first, those 
individuals should be treated as autonomous agents, and second, that persons 
with diminished autonomy are entitled to protection.  The principle of respect 
for persons thus divides into two separate moral requirements: the 
requirement to acknowledge autonomy and the requirement to protect those 
with diminished autonomy [Belmont, 1979 B1].
The second of these requirements, that persons with diminished autonomy should be 
protected, is more difficult to demonstrate.  Even though it is more difficult, when 
researching issues that impact on persons of reduced capacity, respect for the individual 
must be evident in the research. 
The National Statement not only provides guidance on respecting individuals with capacity, 
but also on how one might promote the well-being of those with limited or no capacity to do 
so for themselves.  In this, the National Statement extends the recognition accorded in the 
Belmont report.  Empowering and enabling meaningful choices, where possible, by people 
who lack full capacity is one way to helping them retain self-worth.  There are a number of 
conditions identified within the National Statement that may limit capacity, either 
temporarily or permanently.  Paragraph 2.2.12 of the National Statement provides general 
direction to researchers who are dealing with participants who may have impaired capacity 
to consent. 
More detailed guidance is provided for researchers who conduct research that involves 
people typically regarded as lacking capacity, namely children and young people (Chapter 
4.2), people highly dependent on medical care who may be unable to give consent (Chapter 
4.4) and people with a cognitive impairment, an intellectual disability, or a mental illness 
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(Chapter 4.5).  Each of these groups has their own, specific needs that must be considered in 
addition to those considerations given to the general population. 
Children
Children are assumed not to have the capacity to decide about participation in research due 
to their age.  Where children lack the capacity to provide meaningful consent their parents or
guardians should be asked to provide consent and have an obligation to make such a 
decision in the best interests of their children.  However, it remains a measure of appropriate
respect for the children to engage them in a conversation about the research so as to ensure 
that their participation in the research is voluntary.  
Chapter 4.2 of the National Statement recognises the importance of focussing on the level of 
maturity and development of children and young people.  Distinctions are drawn among four
categories: infants, who cannot take part in any discussion about research; young children, 
who can understand some elements of some research, but whose consent is not required; 
young people of developing maturity who are able to understand relevant information but 
whose relative immaturity leaves them vulnerable such that their consent is required but is 
not sufficient; and lastly, young people who are mature enough to understand research and 
who are not vulnerable such that their consent alone may be sufficient.    
Generally, the consent of a child or young person’s parent or guardian is required for their 
participation.  The National Statement identifies two situations in which it is ethically 
justifiable to rely only on a young person’s consent – where the young person has sufficient 
maturity and is not vulnerable through immaturity and, secondly, where the young person is 
sufficiently mature, is vulnerable through relative immaturity, there is sufficient protection 
of safety, the research is low risk and it would contrary to the young person’s best interests to
seek consent of parents or guardians [NHMRC; 2007, 4.2.8-9].
Investigators who are conducting research with children need to specify how they will judge 
whether or not each individual child has capacity to adequately comprehend the aims, 
procedures and demands of the research and the impacts that this might have on them.  In 
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addition, they need to show how they will judge the level of vulnerability that these children 
or young people may have to being influenced while reaching decisions.  In a valuable 
practical guide to the often complex task of designing consent processes in research with 
children, Spriggs [Spriggs:2010 18] suggests that researchers should always be explicit in 
setting out ways whereby children can withdraw from a project so as to minimise the effects 
of power imbalances.  Paragraph 4.2.13 of the National Statement puts the onus on the 
researcher to ensure that participation is not contrary to the child’s best interest.  
People highly dependent on medical care
Chapter 4.4 of the National Statement provides advice to researchers who work with 
participants who are highly dependant on medical care which may impair their capacity to 
consent or to express their consent through their circumstances, surroundings or location, 
the nature of their condition or medication.  Where possible, consent should be obtained 
from participants while they are capable whenever it is practicable to approach them before 
their capacity is compromised [NHMRC; 2007 4.4.9]. However, in research involving people 
in hospital emergency departments or intensive care wards, this may not be possible. 
Nonetheless, research in such situations is often necessary as the best means of testing 
existing or new treatments.  Accordingly, the National Statement sets out an ethically 
justifiable procedure for doing so (NHMRC; 2007, 4.4.10-4.4.14).  This involves first seeking 
consent from a legal authorised person on the patient’s behalf but where that is not possible, 
a procedure that postpones consent is described.  This is subject to relevant legal 
requirements, of which those in NSW and Victoria are examples [NSW, VIC].
People with Cognitive Impairments, Intellectual Disabilities or a Mental Illness 
Chapter 4.5 of the National Statement provides guidance for researchers working with 
people with a cognitive impairment, an intellectual disability, or a mental illness.  That 
chapter identifies five main factors that might influence the capacity of people in this group 
to provide meaningful consent:
• the nature of the condition; 
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• the person’s medication or treatment; 
• the person’s discomfort or distress; 
• the complexity of the research project; 
• fluctuations in the condition [NHMRC; 2007, p.65].
Researchers have a responsibility to consider and advise HRECs of how the capacity of such 
research participants will be determined both at the commencement and during a research 
project [NHMRC; 2007, 4.5.10].  Where an individual lacks sufficient capacity, substituted 
consent may be sought from the “person’s guardian or any person or organisation authorised
by law” [NHMRC:2007 4.5.5]. Australian law in all jurisdictions identifies a hierarchy of 
such people.  The hierarchy includes people who have de facto responsibility and care for 
other with impaired cognition, whether those carers are paid or not. There are widely 
accepted instruments for such capacity testing, of which the best known is the MacArthur 
Competence Assessment Tool for Clinical Research (MacCAT-CR).  
One of the recurrent features of this category of participants is that their capacity frequently 
fluctuates.  In recognition of this, the National Statement advises seeking consent when the 
participant’s condition does not impair that capacity and that the discussion includes the 
possibility of that capacity fluctuating or being lost. The presence of a witness to the consent 
conversation who knows the participant is also recommended [NHMRC; 2007, 4.5.6-4.5.8].
However, even where consent has been duly obtained from an authorised representative, the 
wishes of the individual should be respected to the greatest extent possible:
[r]efusal or reluctance to participate in a research project by a person with a 
cognitive impairment, an intellectual disability, or a mental illness should be 
respected [NHMRC; 2007 4.5.9] 
Where the capacity of the participant changes, consent should be renegotiated, or 
reconsidered.   
Situations in which information is withheld from participants or they are deceived as to a 
research project are sometimes described as situations in which those participants lack 
capacity.  However, in our view, it is clearer to describe these as situations in which 
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participants have not been sufficiently informed or are no longer free to decide: that is, the 
disrespect in these situations arises from deficient information or impairment of freedom, 
rather than a lack of capacity.  
These constraints may take the form of legal, physical or environmental limitations, that is 
some limitation on freedom to act in an informed or voluntary manner.  The egregious 
example of such research conduct was the Tuskegee research study in which the participants 
were never informed they were in a research study, were deceived as to the “treatment” and 
deliberately deprived of effective treatment when it became available.  It was profoundly 
disrespectful. 
Voluntary Choice, Coercion and Inducement 
Ethical participation in research is the result of a voluntary choice, so that refusal to 
participate should be equally open to participants and acceptable to researchers.  The 
consent process should therefore be free of coercion, inducement or deception that can 
impair the voluntary character of that choice.  
Coercion and Dependent Relationships
Coercion is where pressure is brought to bear, intentionally or otherwise, to cause a person 
to choose to participate.  Thus the National Statement explicitly states that no person should 
be subject to such coercion in deciding about participation [NHMRC; 2007, 2.2.9].  In 
human research, coercion is usually both subtle and unintentional.  Agreement to participate
might more truly reflect deference to the researcher’s perceived position of power, or to 
someone else’s wishes than the expression of self-interest of the participant.  In human 
research, these situations arise commonly where consent is negotiated through a 
relationship in which the potential participant is dependent on the researcher. Examples of 
these are listed in Chapter 4.3 of the National Statement. 
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A dependent relationship does not, of itself, invalidate a decision but strategies are 
recommended to address the potential effects of such relationships.  These include having 
potential participants discuss their decision with someone able to support them in reaching a
decision and, where there is a pre-existing relationship with the researcher, arranging for 
someone other than the researcher to negotiate the consent [NHMRC; 2007, 4.3 CIOMS 
commentary on Guideline 6].
The power disparity between clinician and patient is a clear example of a relationship that 
may compromise the voluntary character of a patient’s decision to participate.  Where the 
clinician is the researcher, consideration should be given as to whether the consenting 
process should be undertaken by a suitable third party (NS 3.3.17). This is less prescriptive 
than the Declaration of Helsinki, which in paragraph 28 of the 2008 version provides that in 
this situation, consent should always be sought by someone else.  The National Statement 
allows an appropriate consideration of each presenting situation.
Vulnerable participants
Particular care should be demonstrated by researchers who study vulnerable populations.  
The concept of vulnerability has been recognised in authoritative guidelines since the 
Belmont Report which stated that 
When vulnerable populations are involved in research, the appropriateness of 
involving them should itself be demonstrated. A number of variables go into such 
judgments, including the nature and degree of risk, the condition of the particular 
population involved, and the nature and level of the anticipated benefits. [Belmont, 
1979, p.9]
The definition of vulnerability or the identification of potential participants who are 
vulnerable is thus important.  The Belmont report identified those participants in the 
following way:
One special instance of injustice results from the involvement of vulnerable subjects.
Certain groups, such as racial minorities, the economically disadvantaged, the very
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sick, and the institutionalized may continually be sought as research subjects, 
owing to their ready availability in settings where research is conducted.
Given their dependent status and their frequently compromised capacity for free 
consent, they should be protected against the danger of being involved in research 
solely for administrative convenience, or because they are easy to manipulate as a 
result of their illness or socioeconomic condition. [Belmont, 1979, p.10]
The Declarati0n of Helsinki, in revisions since 1996, defines vulnerable participants by 
reference to their lack of autonomy:
9. Medical research is subject to ethical standards that promote respect for all 
human subjects and protect their health and rights. Some research populations are 
particularly vulnerable and need special protection. These include those who cannot
give or refuse consent for themselves and those who may be vulnerable to coercion 
or undue influence. [Helsinki,    para.9]
A definition that focuses on the effects of a relationship with participants rather than their 
status is that in the CIOMS guidelines on Biomedical Research
Guideline 13: Research involving vulnerable persons
Special justification is required for inviting vulnerable individuals to serve as 
research subjects and, if they are selected, the means of protecting their rights and 
welfare must be strictly applied.
Commentary on Guideline 13
Vulnerable persons are those who are relatively (or absolutely) incapable of 
protecting their own interests. More formally, they may have insufficient power, 
intelligence, education, resources, strength, or other needed attributes to protect 
their own interests. [CIOMS, para.13]
The National Statement identifies children, people highly dependent on medical care and 
those in dependent relationships as vulnerable [NHMRC; 2007, 4.2, 4.3, 4.4].
A more recent analysis of the nature of vulnerability distinguishes vulnerability that results 
from each of three sources.  Inherent sources are characteristics of human condition – 
neediness, dependence on others and our social nature and may lead to vulnerability 
depending on age, health, disability, gender and resilience.  Situational sources are context 
specific and include social, political, economic or environmental situations, while pathogenic
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sources are a sub-type of situational where vulnerability is the result of dysfunctional social 
or personal relationships.  [Lange, Rogers & Dodds; 2013]
These considerations remind researchers and members of HRECs that the categorisation of 
research participants as vulnerable without explanation does not inform the design of 
procedures to ameliorate that vulnerability.  Rather, it is important to consider and 
determine the source of their vulnerability in order to devise means to redress the impact of 
that source on the freedom of those potential participants to consent.
Inducement
An inducement is an offer of money, or other benefits, to participants in order to encourage 
them to participate.  The National Statement, paragraphs 2.2.10 – 2.2.11, gives limited 
guidance on the matter by providing that “It is generally appropriate to reimburse the costs 
to participants of taking part in research” but that “payment that is disproportionate to the 
time involved, or any other inducement that is likely to encourage participants to take risks is
ethically unacceptable.”  
Although this aversion to the use of inducements is not universally accepted in the literature 
[Wilkinson & Moore, 1997], [Emanuel; 2004; 2005] it is clear in the Belmont Report and 
subsequent guidance documents that the offer of “excessive, unwarranted, inappropriate or 
improper reward[s] or other overture[s]” are to be considered undue influence when they are
made “in order to obtain compliance” [Belmont, 1979; Part C1].   The extensive practice of 
payment for participation in early phase clinical drug trials prompted the NHMRC to issue 
some additional guidance for research and HRECs. [NHMRC; 2009] 
Further, payment need not be large before it can be considered to act as an ethically 
questionable inducement.  As the Belmont Report had noted [Belmont; 1979, p.8], 
“...inducements that would ordinarily be acceptable may become undue 
influences if the subject is especially vulnerable.”
The nature of the payment needs to be considered in the context of each project and needs to
be culturally appropriate.  It is, therefore, necessary that researchers and reviewers 
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understand the impact that any payment or reward offered to participants may have on the 
quality of their consent.  Payment for participation in research should be considered to be 
inappropriate if the value of the payment is sufficient to induce people to compromise their 
self-interest in a manner which may be inconsistent with their personal values.  The offer of 
payment for participation in research may also increase the incentive for family or 
community to apply undue influence on the potential participant.
7. WAIVING THE REQUIREMENT FOR CONSENT
By waiving the requirement for consent, regardless of the reasons, the principle of respect for
the individual within the research proposal is compromised.  Waiving the requirement for 
consent means that people will be used in human research unknowingly, whether through 
the use of their information or the observation of their behaviour, or other means.  People 
will be included in research, without their knowledge, some of which they may find 
personally objectionable.  This may sometimes be justified, but it should remain the 
exception and should not be a matter of convenience.   The National Statement addresses the
circumstances in which it can be considered ethically justifiable.  
Chapter 2.3 of the National Statement sets out the criteria on which an HREC needs to be 
satisfied for granting a waiver of consent.  Researchers and ethics review committees should 
be particularly cognizant of the guidance under 2.3.6 (i) and ensure that “the waiver is not 
prohibited by State, federal, or international law.”  Human research in Australia must abide 
by both Federal and State information privacy laws and regulations.  One requirement is that
where the research involves the use of personal information to which that privacy regulation 
applies, a waiver of consent must be approved by an HREC.  
Because the circumstances in which consent is waived should be exceptional, the conditions 
imposed by paragraphs 2.3.6 and 2.3.7 of the National Statement are strict.  These 
paragraphs set out conditions designed to protect the integrity of the research while 
justifying the waiver.  Each of these paragraphs sets out a condition that needs to be satisfied
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to justify waiving the requirement for consent.  The potential impact of research being 
conducted without consent on the reputation of human research and researchers led to the 
addition of paragraph 2.3.8 to the National Statement, imposing a responsibility on 
institutions to implement some form of public notice of human research in which the 
requirement for consent has been waived.
8. CONSENT IN EMERGING RESEARCH CONTEXTS
The fields of human research continue to expand and often present new contexts for the 
application of established ethical principles, including those concerning consent.  Two such 
areas, on-line research and research with bio-samples, are current examples.
On-line research
One topical area of research where matters of consent are under current debate is research 
involving online communities.  Research into online communities will usually involve a form 
of limited disclosure of the sort described in Chapter 2.3 of the National Statement – 
“observation in public spaces”.  Even where the information is publically available care needs
to be taken to ensure that all confidentiality and privacy issues are properly dealt with.  
Harm to participants may still be caused through stigmatising online communities and 
through not showing due respect to the wishes of members of the community.  Hudson and 
Bruckman [2004] clearly demonstrate that “individuals in online environments such as 
chatrooms generally do not approve of being studied without their consent” [Hudson & 
Bruckman; 2004 135].  
Research proposals that include studying online behaviours or interactions need to be clear 
as to how the study will demonstrate respect for both the individuals and the community.  
Spriggs [2009] identifies a number of risks that can be associated with online research with 
young people but these same risks are also true for other populations and include matters 
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pertinent to respect, such as: damage to their reputation, violations of trust, and 
embarrassment [Spriggs; 2009 32.5].  
There are clearly risks associated with online research and there is often no attempt to obtain
consent and often no way to judge the individual’s capacity to provide consent if it was 
sought.  Researchers should be expected to clearly demonstrate how these risks will be 
mitigated and what steps will be taken to ensure that study subjects are respected.  
Paragraphs 3.1.15 – 3.1.17 of the National Statement provide guidance around how respect 
can be demonstrated in qualitative research.  Paragraph 3.1.17, in particular, indicates that 
the form of consent need not be written, that by answering questions, or by filling in online 
forms, the participant agrees to be part of the study.  However, participants should still be 
made aware that the questions are being asked for the purpose of research. Although there is 
debate as to the public nature of internet communities or chat-rooms, the basic principle of 
respect would suggest that people should be treated honestly whenever possible. 
Future use of Bio-samples
Another area of growing interest and importance is ensuring that there is adequate and 
meaningful consent for research using bio-samples.  This may be particularly difficult for 
historic samples where consent may be uncertain.  Conventionally, consent for participation 
in research was sought only for a specific project and carried a statement that the data 
collected in that project would be confidential and could only be used for that project.  
Increasingly, especially in health and medical research, the practice has developed of 
collecting data that has potential research use in subsequent research projects.  This is the 
case with both samples of human tissue and the contextual data that adds meaning to the 
sample.  There are ethical tensions in continuing to confine consent for the use of data or 
samples to only the project for which they are first collected.  On the one hand, this 
confinement maximises respect for individual participant’s choice but, on the other, it 
increases the time and cost of and can even preclude further research.  Having to seek 
consent for each future use can significantly increase the costs associated with research, 
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reduce the data or samples available, compromise data integrity, or may even cause 
unwarranted harm to participants.  
In seeking to assist the resolution of these tensions, the National Statement, in paragraphs 
2.2.14 to 2.2.18 authorises the use of consent to include research use of data and samples for 
later projects beyond the project in which they are first collected.  These paragraphs 
emphasise the importance of a full explanation of the terms and implications of extended 
and unspecified consent.  Their recognition accepts that such forms of consent can be 
ethically justifiable even when there is little knowledge and therefore understanding of what 
that future use might be.  It is for the researcher to justify how respect for person will be 
evident in any application that includes extended or unspecified consent.
9. MORE THAN DECISION-MAKING
Demonstrating respect in research involving humans is more than respecting the autonomy 
of individuals with decision-making capacity and protecting those with diminished 
autonomy: it is about a fundamental respect for humanity.  Respect in research also includes 
demonstrating respect for communities, cultures and social groups.  Interacting respectfully 
with people from different cultures requires recognition of their history in the ways that we 
communicate and inter-relate.  
Researchers must engage with culturally distinctive groups in a way that reflects 
understanding and respect for their cultural norms and sensitivities.  Where such groups are 
the object of, or form a significant proportion of the research population, researchers must 
demonstrate their engagement with the community.
It is important to recognise that cultural contexts can affect what is coercive to individuals 
within such a group.  For example, cultures that prefer family or community decision-
making may adopt processes that appear coercive to cultures that privilege individuality.  
Paragraph 1.10 of the National Statement requires that the research demonstrates “due 
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regard for the welfare, beliefs, perceptions, customs and cultural heritage” of individuals 
and communities.  Paying due regard is likely to involve at least discovering and 
understanding the beliefs, perceptions, customs and cultural heritage.  It should also include 
negotiating a process and securing agreement to participate that, so far as possible, respects 
those factors and the way that autonomy is understood by the participant group.
In Australia, research that involves Aboriginal or Torres Strait Islander peoples is the best 
known context for demonstrating this value.  Chapter 4.7 of the National Statement offers 
guidance for such research and refers to two other NHMRC guidance documents that are 
directed to health and medical research: Values and Ethics: Ethical Guidelines for the Ethical
Conduct in Aboriginal and Torres Strait Islander Health Research [NHMRC; 2003] and 
Keeping Research on Track: A guide for Aboriginal and Torres Strait Islander Peoples about 
Health Research Ethics [NHMRC; 2005].
Some groups or communities expect people other than the potential participant to be 
involved in the consent process.  These others may be formally constituted bodies; 
institutions; families; or community elders [NHMRC: 2007 2.2.13].  Researchers need to 
identify and engage with all properly interested parties in planning the research, not just at 
the consenting phase.  The National Statement gives an example of one possibly culturally 
sensitive issue when it addresses decisions about payment or reimbursement in kind 
[NHMRC; 2007 2.2.13].  Whether these are offered to participants or their community, 
payments should take into account the customs and practices of the community in which the 
research is to be conducted.  The issue is complex, because it has a cultural context so that 
the same payment is likely to have widely differing effects on the decisions of different 
people. 
Researchers ought to demonstrate respect for privacy and for confidentiality of individuals, 
cultures and communities.  Being aware of, and honouring, cultural sensitivities is part of a 
wider demonstration of respect.  Where the scope of a research project is determined by 
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some culturally unique aspect of the participants, the aims and objectives of the project must
also reflect the priorities, needs and aspirations of that group [NHMRC:2005 9].
10. CONVINCING AN HREC THAT A PROPOSAL EMBODIES RESPECT.
Respect is a recognition of the innate humanity of people.  The ethical value of respect is 
described in the National Statement using the following words:
[R]espect is central [to ethical considerations].  It involves recognising that 
each human being has value in himself or herself, and that this value must 
inform all interaction between people.  Such respect includes recognising the 
value of human autonomy [...] [b]ut respect goes further than this. It also 
involves providing for the protection of those with diminished or no autonomy, 
as well as empowering them where possible and protecting and helping people 
wherever it would be wrong not to do so [NHMRC; 2007 p11].
The value of respect for human beings is a core tenet of human research ethics.  According to
the National Statement, it is expressed in the fulfilment of three other key values: research 
merit and integrity, justice and beneficence. Respect for human beings is the common thread
through all the discussions of ethical values and it binds the deliberation about the ethical 
suitability of a project.  Demonstrating that these other three values are present is thus part 
of demonstrating the value of respect [NHMRC; 2007 1.10]. 
The primary, but not the sole, issue on which it will be essential to convince an HREC that a 
research proposal demonstrates respect for person is the consenting process.  The proposed 
consenting process must demonstrate clearly how sufficient information will be provided 
and how an adequate understanding can be assured. The less burdensome the process, the 
more respectful it can be shown to be.  If there is a need for written consent, examples of 
participant information and consent forms can be sourced from the NHMRC Human 
Research Ethics Portal.  These forms can provide a structure for the information that should 
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be given to participants as part of the recruitment process and they should be modified as 
appropriate.  It must be stressed that the form is only one aspect of the process, not the 
whole of the process.  The HREC needs to be convinced that, where relevant, there will be 
genuine dialogue and engagement between the researcher (or suitable alternative person in 
some situations) and the participant or their representative and that there will be sufficient 
scope for meaningful free choice to be made.  In research in the social sciences, consent 
forms and information sheets are often not appropriate.  However, regardless of the form 
that consent takes, an HREC needs to be assured that the research team is aware of any 
potential for participants to have their capacity to consent compromised and that processes 
are put in place to protect participants where that is the case.  
Researchers are also charged with the responsibility of ensuring that consent remains valid: 
that subjects continue to be informed about the research and the implications of continued 
participation.  Researchers, particularly treating clinicians, need to be mindful that that 
participant agreement remains free from coercion and that participants do not mistake 
research for therapy.  
11. CONCLUSION
The principle of respect has been central to considerations about the ethical acceptability of 
human research since the 1940s and is a core principle in each of the major codes and 
statements on ethics in human research since the Nuremberg Code.  Respect is intrinsically 
linked to individual autonomy and self-determination but a wider examination of the issues 
shows that respect is also a cultural and communal value.  The National Statement requires 
that both aspects of respect be evident in human research proposals as part of gaining 
approval from an HREC.
For a research project to demonstrate respect for the intrinsic value of human beings it may 
need to do more than just ensure that the consenting process is adequate, it may also need to
show that cultural differences and sensitivities of participants are valued.  Respect requires 
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that researchers treat people as unique and that they value the way that individual 
participants, or cultures, wish to be represented to others.
The principle of respect is more that obtaining valid consent, it must also be seen to include 
consideration of individuals as individuals within the context of shared values and cultural 
diversity.  Any application before an HREC needs to demonstrate that the research team is 
aware of the environment that they will be working in and that they have the capacity and 
the intent to address any relevant social or cultural sensitivities.  In Australia, research 
involving any culturally specific groups, but particularly Aboriginal and Torres Strait 
Islander peoples, must demonstrate respect for the unique languages and cultures of the 
participants.   
Respect is a fundamental principle that needs to be evident in all ethical human research.  It 
is more that maintaining confidentiality and privacy.  Respect is more than seeking 
agreement to participate from competent persons.  Respect is about promoting and 
protecting the dignity of individuals and of cultures. 
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